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REMARKS 

Claims 1-5 are pending in the instant application. Claims 1, 4, and 5 stand 
rejected under 35 U.S.C. §102(b) as being anticipated by U.S. Patent No. 4,057,655 CX)kada*'). 
AppUcants note that U.S. Patent No. 5.057,655, rather than Okada, is cited by Examiner in the 
Office Action. However, reference to the 5,057,655 patent was erroneous, such error being 
previously confirmed by Examiner. In addition, claims 2 and 3 are objected to as being 
dependent upon a rejected base claim, but would be allowable if rewritten in independent form 
including all of the limitations of the base claims and any intervening claims. 

In view of the following remarics/arguments, Applicants respectfully submit that 
this application is in complete condition for allowance and requests reconsideration of the 
plication in this r^ard. 



35 U.S.C. 81 02rb^ ~ Rejection of Claims 1. 4. and S 

Examiner has rejected claims 1, 4, and 5 under 35 U.S.C. § 102(b) as being 
anticipated by Okada. More specifically, in rejecting independent claim 1, Examiner reUes on a 
lack of disclosure of chlorine content in the lactulose-containing powder compositions of Okada, 
such lack of disclosure in combination with a lack of caking, as observed in the first paragraph of 
column II , is believed by Examiner to suggest a lactulose-containing powder composition 
including less than 0.08 parts by weight per 1 part by weight of protein. Applicants respectfully 
disagree. 
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It is well established that "a claim is anticipated only if each and eveiy element as 
set forth in the claim is found, either expressly or inherently described, in a single prior art 
reference." Verdegaal Bros. v. Union Oil Co. of California, 814 F.2d 628, 631, 2 USPQ2d 1051, 
1053 (Fed. Cir. 1987). For the reasons set forth below, Okada clearly fails to teach each and 
iSVCTy element of Applicants' invention as recited at least in independent claim 1 and, more 
specifically. Applicants respectfuUy submit that Okada at least fails to describe, eithra- expressly 
or inherently, the method for producing a lactulose-containing powder composition of claim 1 
which includes preparing a raw material liquid so that a chlorine content is no more than 0.08 
parts by weight per 1 part bv weight of protein . 

As already indicated by Examiner, fliere is no specific or explicit teaching that the 
fiiee-flowing lactulose-containing powders of Okada, in fact, include chlorine contents of no 
more than 0.08 parts by weight per 1 part by weight of protein. It is finther noted that Okada 
appears to be directed towards utilizing calcium hydroxide for the isomerization reaction of 
lactose to adjust its pH to provide a process for preparing a free-flowing lactulose-containing 
powder for feed which is high in lactulose content and is not agglomerated and caked. Notably, 
while there is no disclosure, per se, of the chlorine content in the lactulose-containing powders of 
Okada, one skilled in the art would understand these powder compositions to include more than 
0.08 parts by weight of chlorine per 1 part by weight of protein. 

Hereinafter. Applicants will discuss the chlorine content in whey and, more 
specifically, the chlorine content of the whey of Okada for the purpose of clarifying that the 
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claimed invention, as recited in independent claim 1, is not taught by Okada. In so doing. 
Applicants emphasize that it is well known in the art that chlorine is contamed in the ash content 
(salt content) of whey. 

Accordingly, with specific reference to Table 3.3.4. of MUX AND DAIRY 
PRODUCTS IN HUMAN NUTRmON, 1983, pp.380-381. a copy of which is attached as 
Exhibit A, the average concentrations of certam constituents of whey and whey powder, 
including chlorine and protem. are shown, such whey being understood by one skilled in the art 
to be the raw material of the lactulose-contaming powder compositions disclosed in Okada. 
From the values of the protein and chlorine contents listed next to the entries of 'Trotein" and 
"Cr in this table, the chlorine content in whey, i.c. m the whey of Okada, can be calculated as 
0.13 parts by weight per 1 part by weight of protein (this value is obtained by dividing 1.0 and 16 
by 8 for whey and 125 for whey powder, respectively). 

hi view thereof. Applicants note that the protein content in TABLE 8, which 
shows the lactulose-containing powder composition, an end product, of Example 1 of Okada, 
is ahnost the same as that in TABLE 7, which shows the raw material whey powder composition 
of the lactulose-containing powder. In addition, a comparison of TABLES 7 and 8 further 
illustrates that the ash content, which mcludes chlorine, is sUghtiy increased fiom 7.5% (TABLE 
7) to 9.3% (TABLE 8). From this data, it is readily apparent to one skilled in the art that the 
chlorine content of the lactulose-containing powder of Example 1 of Okada is 0.13 parts by 
weight or more per 1 part by weight of protein. Similarly, as discussed further below, since the 

Page 6 of 11 



1 W24 • RCVD AT 1HJ2006 12:11:03 PM [Eastern standard Tbne] * SVR:USPT0.EFXRF4/2S * ONIS:2738300 • CSID:513 241 6234 * DURATION 0im.ss):OM6 



JPN-04-2006 11:03 



513 241 6234 



513 241 6234 P. 11 



Application No. 10/S16,362 
Amendment Dated 1/4/06 
Reply to Office Action of 10/5/05 

ash content, including the chlorine content, with respect to protein in Example 2 of Okada is 
higgler than the lactulose^»ntaining powder composition of Test 1 due to ultrafiltration, it leaves 
no doubt that the chlorine content of the lactulose-containing powder of Scample 2 of Okada is 
0. 13 parts by weight or more per I part by weight of protein. 

Notably, the ash content, including the chlorine, of the lactulose-containing 
powder compositions of Okada, as indicated above, is not reduced by the ultrafiltration of whey 
in Test 2 of Okada. This fact is fiirther ascertained by comparing TABLE 1, which shows the 
conqjosition of the filtered material of flie whey in Example 2 of Okada, and a value obtained by 
converting the ash content Usted in TABLE 7, which shows a typical whey powder composition 
to per soM content. More spedficaUy, the ash content of the filtered material by ultrafiltration of 
the whey in Okada can be calculated as 0.5 / 5.2 x 100 = 9.6% since the content of ash is 0.5 with 
respect to a total solid content of 5.2 (with reference to TABLE 1). In contrast, the ash content of 
the typical whey prior to filtration can be calculated as 7.5 / 97.5 x 100 = 97.5 with reference to 
TABLE 7. Accordingly, the ash, including chlorine, is not reduced. 

The fact that the ash in powder prepared in Example 2 of Okada is not reduced 
can also be acknowledged by simply comparing an ash content of 7.5% in TABLE 7, showing 
the typical whey powder composition, and an ash content of 9.6% in TABLE 14, showing the 
powder composition of Test 2, since the water contents listed in the two tables are ahnost equal. 

As generaUy ah^y indicated, Okada discloses the use of a permeate obtamed by 
ultrafiltration in which the ash content, including chlorine, is generally increased with respect to 
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protein. In further support thereof, please see TABLE 1.1 and Figure 1.2 of ULTRA- 
FILTRATION and MICROFILTRATION HANDBOOK, 1998, pp.3-4, a copy of which is 
attached as Exhibit B, which discloses increases in ash content, including the chlorine content, 
with reject to protein in a permeate obtained by ultrafiltration. More specifically, as is 
understood by one skilled in the art, after ultrafiltration, substances having larger molecular 
wei^ts, such as proteins, ronain in the retente whweas substances having smaller molecular 
weights, such as monovalOTt salts containing chlorine, migrate to the penneate. Accordingly, 
since the protein concentration in tiie pameate decreases, the ash content (salt content), including 
the chlorine content, with reject to protein is relatively increased even when die chlorine 
content in the permeate is not altered firom the chlorine content in whey. The feet that the ash 
content (salt content), including the chlorine content, with respect to protein is increased can also 
be acknowledged by simply comparing an ash content of 7.5% and a protein content of 13.0% in 
TABLE 7, showing the typical whey powder composition, and an ash content of 9.6% and a 
calculated protein content of 10.625% in TABLE 14, showing the powder composition of Test 2. 

In view of the above, AppUcants submit that the chlorine content of the lactulose- 
containing powder manufactured using the methods taught in Okada, as would be understood by 
one skilled in the art, is higher than the chlorine content of the whey used therein, namely, higher 
than 0.13 parts by weight per 1 part by weight of protein. In stark contrast, the chlorine content 
of the lactulose-containing powder composition, as recited in Applicants' claim 1 of the present 
invention, is no more than 0.08 parts by weight per 1 part by weight of protein. Therefore, in 
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temas of at least the chlorine content, the subject matter of claim 1 is patentably distinct, and thus 
not anticipated, by tiie lactulose-containing powder of Okada. 

Furthermore, Examina- asserts that the lack of caking observed in the first 
paragraph of column 1 1 suggests that less than 0.08 parts/part protein must be present in the 
lactulose-containing powder compositions of Okada. Applicants respectfully disagree. 

The lack of caking observed in Okada merely illustrates that the use of calcium 
hydroxide for the isomerization reaction of lactose to adjust its pH can provide a process for 
preparing a free-flowing lactulose-containing powder for feed that is not agglomerated and 
caked. Accordingly, the lack of caking does not suggest to one skiUed in the art that less than 
0.08 parts/part protein is present in the lactulose-containing powda- compositions of Okada but 
rath» illustrates the advantages of using calcium hydroxide. 

AdditionaUy, as disclosed in lines 1 to 6, cohmin 1 1 of Okada, the test to evaluate 
the lack of caking was conducted in sealed conditions in which moisture absorption would not 
occur. In contrast, as disclosed in Example 1 of Applicants' specification (lines 14 to 18, page 
29), the lactulose-containing powder composition of the present invention was left to stand in an 
environment of 81% relative humidity. That is. Test Example 2 of the present invention proved 
that samples B-2 to B-4 and Samples B-6 to B-9 retained good flowability and displayed a 
favorable state compared to Samples B-1 and B-5. which correspond to the lactulose-containing 
powder of Okada. The result of Test Example 1 of the present invention shows that the stability 
to humidity is lost when the chlorine content is more than 0.08 parts by weight. Since the tests in 
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Okada, which include merely a sealed condition in which moisture absorption cannot occur, are 
used to illustrate the effects of calcium hydroxide and do not involve other testing, such as testing 
in an environment of 81% relative humidity, there simply is no sug^tion by the lack of caking 
that the lactulose-containing powder compositions disclosed therein include less than 0.08 
parts/part protein. 

Accordingly, Applicants respectfully submit that Okada foils to teach, i.e., to 
describe, either ejq>ressly or inherently, Applicants' method for producing a lactulose-containing 
powdCT composition of claim 1 which includes preparing a raw matwial liquid so that a chlorine 
content is no more than 0.08 parts by weight per 1 part by weight of protein. Therefore, the 
rejection of at least claim 1 under 35 U.S.C. 102(b) is overcome. 



Information Disclosure Statement 

Applicants fiirther kindly request that the Examiner initial the Okada e/. al. reference 
(USPN 4057655), the JP 2741812 reference, and the JP 54-15829 reference that are Usted on the 
Information Disclosure Statement that was received by the Patent Office on November 30, 2004. 

CONCLUSION 

In view of the foregoing response, this appUcation is submitted to be in complete 
condition for allowance and early notice to this affect is earnestly solicited. If there is any issue 
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that remains which may be resolved by telephone conference, the Examiner is invited to contact 
the undersigned in order to resolve the same and expedite the allowance of this qjplication. 

Apphcants do not believe that this response requires that any fees be submitted, 
however, if any fees are deemed necessary, these may be charged to Deposit Account No. 23- 
3000. 

Respectfully submitted, 

WOOD, HERRON & EVANS, Li.P. 



By: Randall S. Jackson, Jr. (48,248) 

2700 Carew Tower 
441 Vine Street 
Cincinnati, Ohio 45202 
(513) 241-2324 - Voice 
(513) 421-7269 -Facsimile 
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